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APPLICATION FOR PATENT TERM ADJUSTMENT UNDER 37 C.F.R. $ 1.705 

In response to the Determination of Patent Term Adjustment under 35 U.S.C. 

§ 154(b) set forth on the Issue Notification mailed on December 23, 2004 in connection 

with the above-captioned patent application and as indicated on the cover of U.S. Patent 

6,841,359 issued on January 11, 2005, Applicants hereby request reconsideration of the 

patent term adjustment. Applicants submit that the current patent term adjustment should 

be 229 days (i.e., the 233 day period indicated in the Determination of Patent Term 
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Adjustment mailed with the Notice of Allowance on July 28, 2004 reduced by 
Applicants' delay, 4 days, after the mailing date of the Notice of Allowance as detailed 
below). 

In support of this application. Applicants first summarize crucial dates and actions 
that result in patent term adjustment. The present application was filed on October 31, 
2001 and the first action under 35 U.S.C. § 132, a Restriction Requirement, was not 
mailed until September 23, 2003. The mailing of the restriction requirement was 266 
days later than fourteen months from the filing date of the application, resulting in 266 
days of patent term adjustment^ A non- final Office Action was mailed on February 26, 
2004 and Applicants replied to this Office Action on June 28, 2004. Applicants' reply 
resulted in a reduction of 33 days of patent term adjustment (33 days beyond the three- 
month time period set forth in 37 C.F.R. § 1.704(b)), for a total adjustment of 233 days 
(266 days minus 33 days). The Determination of Patent Term Adjustment mailed with 
the Notice of Allowance correctly set forth the 233-day adjustment. As this calculation 
was apparently correct. Applicants did not request reconsideration of the patent term 
adjustment at the time the issue fee was paid. 

^ The rules governing patent term adjustment due to examination delay are provided for in 37 C.F.R. § 1,702, which 
states: [T]he term of an original patent shall be adjusted if issuance of the patent was delayed due to the failure of 
the Office to:(l) Mail at least one notification under 35 U.S.C. 132 or a notice of allowance under 35 U.S.C. 151 not 
later than fourteen months after the date on which the application was filed under 35 U.S.C. 1 1 1(a). 

37 C.F.R. § 1.703 states: 

(a) The period of adjustment under § 1.702(a) is the sum of the following periods: 

(1) The number of days, if any, in the period beginning on the day after the date that is fourteen months after the date 
on which the application was filed under 35 U.S.C. 1 1 1(a) . . . and ending on the mailing date of either an action 
under 35 U.S.C. 132 or a notice of allowance under 35 U.S.C. 151, whichever occurs first. 
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However, the issued patent indicates a revised patent term adjustment and 
Applicants' calculation of the patent term adjustment period stated on the issued patent 
differs from that calculated by the Office; Applicants submit that the Office's calculation 
is in error. The patent term adjustment due to Office delays, 266 days, should be reduced 
by only 37 days, as detailed below. 

On August 3, 2004 (mailed July 29, 2004), after Applicants filed a reply to the 
February 26, 2004 Office Action, Applicants filed a Supplemental Information Disclosure 
Statement ("IDS"). This Supplemental IDS was submitted after the mailing date of the 
Notice of Allowance in this case (but before its receipt by Applicants), and contains a 
certification under 37 C.F.R. § 1.97(e) that each item of information contained in the IDS 
was first cited in a communication firom a foreign patent office in a counterpart foreign 
application not more than three months prior to the filing of the IDS. 

Under 37 C.F.R. § 1.704(c)(8) circumstances that result in the reduction of the 

period of adjustment set forth in § 1 .703 include: 

Submission of a supplemental reply or other paper . . . after a reply has been 
filed, in which case the period of adjustment set forth in § 1 .703 shall be 
reduced by the number of days, if any, beginning on the day after the date 
the initial reply was filed and ending on the date that the supplemental reply 
or other such paper was filed. 

However, under 37 C.F.R. § 1, 704(d): 

A paper containing only an information disclosure statement in compliance 
with §§ 1.97 and 1.98 will not be considered a failure to engage in 
reasonable efforts to conclude prosecution (processing or examination) of 
the application under paragraphs (c)(6), (c)(8), (c)(9), or (c)(10) of this 
section if it is accompanied by a statement that each item of information 
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contained in the information disclosure statement was first cited in any 
communication from a foreign patent office in a counterpart application and 
this communication was not received by any individual designated in 
§ 1.5 6(c) more than thirty days prior to the filing of the information 
disclosure statement. 

As noted above, the August 3^^ IDS contained a statement that each item of 
information contained in the IDS was first cited in a communication fi-om a foreign patent 
office in a counterpart foreign application not more than three months prior to the filing 
of the IDS. As shown in Exhibit 1, the communication from the European Patent Office 
submitted with the August 3"^^ IDS was received by the European attomey handling the 
case on July 7, 2004 (see the date stamp on the communication). The July 7 receipt date 
is within thirty days of the August 3"^ date on which the Office received the Supplemental 
IDS. In view of the above, Applicants submit that the August 3*^^ Supplemental IDS 
meets the requirements of 37 C.F.R. § 1.704(d) and that the patent term adjustment 
should not be reduced for this submission. 

A Notice of Allowance was mailed in this case on July 28, 2004 and Applicants' 
reply to the Notice of Allowance and Issue Fee payment were received by the Office on 
November 1, 2004, The Office's November 1^^ receipt date is 4 days beyond the three- 
month time period set forth in 37 C.F.R. § 1.704(b), resulting in a 4-day reduction in 
patent term adjustment. 

Further, Applicants, with the reply to the Notice of Allowance, filed an 
Amendment under 37 C.F.R. § 1.312. With this amendment. Applicants resubmitted a 
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copy of the August 3, 2004 Supplemental IDS and requested that an initialed copy of the 
Form PTO-1449 included with this IDS be returned to Applicants. On November 17, 
2004, the Office acted on the § 1 .3 12 amendment and returned an initialed copy of the 
requested Form PTO-1449. 

37 C.F.R. § 1.704(c)(10) states: 

Submission of an amendment under § L312 or other paper after a notice of 
allowance has been given or mailed, in which case the period of adjustment 
set forth in § 1 .703 shall be reduced by the lesser of: 

(i) The number of days, if any, beginning on the date of the amendment 
under § 1 .3 12 or other paper was filed and ending on the mailing date of the 
Office action or notice in response to the amendment under § 1.312 or such 
other paper; or 

(ii) Four months. 

As the Office mailed a response to the November 1, 2004 § 1.312 amendment on 
November 17, 2004, Applicants submit that the reduction in patent term adjustment due 
to the § 1.312 amendment should be no more than 17 days. 

Moreover, in reviewing the Patent Term Adjustment History on the PAIR system 
for this case (a printout is attached as Exhibit 2), Applicants note that this delay has been 
charged to Applicants because the Office apparently considered the resubmission of the 
August 3^^ Supplemental IDS with the § 1.312 amendment a submission of a new IDS 
and therefore a failure by Applicants to engage in reasonable efforts to conclude 
processing or examination of an application under 37 C.F.R. § 1.704(c). Applicants 
submit that the basis for the Office's calculation is in error. 

The resubmission of the August 3^^ Supplemental IDS with the November 1^^ 
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§ 1 .3 12 amendment was necessitated by the Office 's failure to act on this Supplemental 
IDS before the issue fee was due. Applicants had not received an initialed copy of the 
Form PTO-1449 submitted with the August 3"* Supplemental IDS and filed the § 1.312 
amendment to ensure that the Supplemental IDS was considered by the Office before the 
patent issued. The August 3^^ IDS was properly filed in accordance with 37 C.F.R. 
§§ 1.97 and 1.98 and should have been considered by the Office. Applicants' patent term 
adjustment should not be reduced for the failure of the Office to provide Applicants with 
an indication that the Supplemental IDS has been considered by the Office. 

In sum. Applicants submit that, in accordance with § 1.704, the patent term 
adjustment of 266 days should be reduced by only 4 days for the delay in the Office's 
receipt of the Issue Fee, and 33 days for the delay in replying to the February 26**^ Office 
Action — a total of 37 days. This reduction yields a patent term adjustment of 229 days. 

As noted above. Applicants' patent term should not be reduced because of the 
filing of the August 3"^ Supplemental IDS as it falls under the § 1.704(d) exception. Nor 
is the 17-day reduction for filing the § 1.312 amendment appropriate. Applicants should 
not be penalized for the Office's failure to act, in a timely manner, on a properly 
submitted IDS. 

In addition, Applicants note that the present patent is not subject to a Terminal 
Disclaimer. 
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CONCLUSION 



Applicants submit that the current patent term adjustment should be 229 days and 
request reconsideration of the patent term adjustment. 

Enclosed is a check in the amount of $200.00 for the fee set forth in 37 C.F.R. 
§1.1 8(e). If there are any additional charges or any credits, please apply them to Deposit 
Account No. 03-2095. 



Clark & Elbing LLP 

101 Federal Street 
Boston, MA 02110 
Telephone: 617-428-0200 
Facsimile: 617-428-7045 



Respectfully submitted. 
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COMMUNICATION 



■me European Patent office herewith tranemlie ttw partial Eumpean saarch report under Rule 46(1) 
EPC relating to the above-mentioned European patent application. 

Copies of the documents cited In the search report are enclosed. 

The applioanf B attention Is dravMl to the foUowina* 

The search Division informs the a«J«cant Uiat It the European ^^'^!^^^J^Pl''j;;^!L 
invsmlons othar than the invention firet mentioned in the claims, afurther search fee must Pe 
p!£ tor ««h of theee mwentions. wKhln ONE MOf^h after notWcaton of tWa oommunicatioo. 

If ihe application has been filed up tO 30 June 1999, the search foe in force before 01 July 
1998 feun 869.-) or the equivalent applioable on the date of payment Is payaDIB. 
Thie applies aleo to the search tees requesied under RmI* 46(1) EPa- 

598 also OJEPO 08^1899. 405. . 

The abstract was modified by the Searoh Division and the dafinltlve text is afflached lo the 
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LJ present communication. 



Additional eet(6) of copies of the documents cited m the Buropean search report la (are) eneloaed 
W as well. 



Note to users of the automatic debiting procedure: 

Unless the EPO recelvss prior mstrualons to the contrary, the eeareh tee(8) will be iJfWted on 
the laS day of the period for payment. For further details see the Arranoemenis lor the automatic 
debitins procedure. Supplement to OJ EPO 02^1999. 
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«- ^^^^^ DttMtt Appncailon Numosr 

European Patent ^^.^ invEWTIOM ^J^^^ ^^^^ 

Office SHEET B ^^^^ 



The Search Division considers that the present Birooean patera appilcadon ooes nm^romp^r witfi i«ie 
lequliemente of «% of mvemion and relates to several inventions or groups of inventiona. namely: 

1. Claims: 1 (completely), 4-19 (partially) 

A peptide which binds streptavidin with a dissociation 
constant less than 10 mIcroM, wherein said peptide is not 
disulfide bonded or cyclized; a nucleic acid encoding said 
peptide; vector comprising said nucleic add; a fusion 
protein comprising a protein of interest United to said 
peptide; nucleic acid encoding said fusion protelb; vector 
comprising said nucleic acid; method of producing said 
fusion protein; method of purifying a protein of interest by 
the use of, said fusion protein; method of detecting the 
presence of said fusion protein in a sample. 

2. Claims: 2 (completely). 4-19 (partially) 

A peptide which binds streptavidin with a dissociation 
constant less than 10 microM, wherein said peptide does not 
contain an. HPQ. HPM. HPN or HOP motif; a nucleic acid 
encoding said peptide; vector comprising said nucleic acid; 
a fusion protein comprising a protein of interest linked to 
said peptide; nucleic acid encoding said fusion protelb; 
vector comprising said nucleic acid; method of producing 
said fusion protein; method of purifying a protein of 
Interest bV the use of said fusion protein: method of 
detecting the presence of said fusion protein in a sample. 

3. Claims: 3 (completely); 4-19 (partially) 

A peptide which binds streptavidin with a dissociation 
constant less than 23 nM; a nucleic acid encoding said 
peptide; vector comprising said nucleic acid; a fusion 
protein comprising a protein of interest linked to said 
peptide; nucleic acid encoding said fusion protein; vector 
comprising said nucleic acid; method of producing said 
fusion protein; method of purifying a protein of interest by 
the use of said fusion protein; method of detecting the 
presence of said fusion protein in a sample. 

The only single general concept which can be identified as linking 
Independent Claims 1-3 is "a peptide which binds streptavidin with a 
dissociation constant less than 10 uM". 

However, this common concept is not novel in view of the prior art, see 
e.g. Katz et al., J. Biol. Chera. Vol. 272 (20). PP- 13220-13228, 1997) 
and Katz , B1 ©molecular Engineering, Vol. 16, pp. &7-6S, 19999, which 
disclose HPQ peptides which bind streptavidin with dissociation 
constants less than 10 uH. , ^.^ 

Thus, a technical relationship involving one or more of the same or ^ 
correspondino special technical features ln the sense of Rule 30 EPC is 
lacking and the requirements for unity of invention referred to In 
Article 82 EPC are not fulfilled. 
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EP 00 99 0464 
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The Search Division conciders thai the present European patent applicalion does not comply with the 
requirements ol unity of Invention and relaiea to seveml inventions or groups of inventions, namely. 

Hence, it is considered that the application contains 3 separate 
Inventions as identified above. 

This Partial European Search Report is established on the first 
Invention identified In the claims, i.e. Claim 1 (completely) and Claims 
4-19 (partially). 

Claims 5 and 6 refer to 30 different sequences virtilch all appear to meet 
the criteria of Cla1« 1. Therefore, SEQ ID NOs. 1-29 and 35 form part of 
the first invention. 
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ISSN: 0022-2836 

* the whole document 

KATZ B A: "Streptavldln-Dlndlno and 
-dimerizing llgands discovered by phage 
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structure-based design" i 
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vol. 16, no. 1-4, 

31 December 1999 (1999-1Z-31V; pages 
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documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFER£NCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



